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{ ] BoxNo.VI 
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[X] Box No. VIII 



Basis of die opinion 
Priority 

Non-establishment of (pinion with i^ard to novelty, inventive stq) and industrial qypltcability 
Lack of unity of invention 

Reasoned statement under Rule 43to.l(aXi) widi r^ard to novelty, inventive stq> industrial 
a^licability; citations and explanations suppoiting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the interoational application 



^* ES^ft'^^tionalpidiininaryc^^^ 
uaaaranoiOTimc™ 

If this oDmk>n is, as provided above, considcml to be a written opinion of the IPEA. the i^Iicant is ""J^ ^ srfiin^^ ""^^J^^^ 
of 22 months fiom the priority date; whicheva cxpins latcr- 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


International application No. 

PCT/CA2007/000548 


Box No. 1 Basis of this opinion " [ . ^ 


1 . With regard to the language, this opinion has been established on Ac basis of: 




[ X ] the intemationaJ application in the language in which it was filed 




[ ] a translation ofthe international application into 

translation fumished for the pmposcs of intenmtional seaich (Rules 12.3(a) and 23.1Cb)). 


, which is tiie language of a 


2. [ ] TOsopinionhasbeenestabli^edtakingintoa^^^ 
to this Authority under Rule 91 (Rule 43to. 1(a)) 


3 With regard to any nucleotide and/or amino add sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of : 


a. type of material 




[ ] a sequence listing 




[ ] table(s)rdatcd to die sequence listing 




b. fOTnal of materia! 




[ 1 onpaper 




[ ] in electronic form 




c. timeoffiling^fiimishing 




[ ] contained in the international application as filed 




[ ] filed together with the international application in electronic form 




[ ] ibmished subsequently to this Authority for the purposes of search. 

4 [ 1 In addition, in the case that more than one version or copy of a sequence listing 

been filed or fiimished, the required statements that the infomuition in the subsequent or additional copies is identical to that m 
the application as filed or does not go beyond the application as filed, as appropriate, wc^ 


5. Additional comments : 
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International application No. 

PCT/CA2007/000548 



Bo, No m Now-esteblfahhient of opjiion with rtgani to novdty. Inventive step a nd indpstrial applicability 
■n,e questions whether the claitncd invention appears to be novel, to involve an inventive Stq> (to be non obviousX or to be industrially 

applicable have not been examined in respect of : 

[ ) the entire international plication 
[X] claim Nos. 51 and 52 
because* 

[XJ &esaidinternationalapplication.orthesaidclaimNos. 51and52 ^fatetothefoHowing 
subject inatter »Wdt does not require an inteniational seardi ftpeclft/ : 

Claims 51 and 52 are directed to a method for treatment of the human or animal body by surgery or 
therapy, are not required to be seaiebed nor is a written opinion requir^ by this Authonty. R^ess. 
this Authority has established a written opinion based on the alleged effect or pmposeAise of the 
product defined in claims SI and 52. 



[ ] Ac descnptim.c\mne or dniymng^findicaKpanicular elements below) w 
are so unclear that no meaningful opinion could be fanned (specify) : 



.... VI ate so inadequately suj^orted 

[ ] the claims, or said daims Nos. 

by the descriptiOT Aat no meaningful (qnnion could be formed (specify): 



[ ] no international seanA report has been estaWished for said claims Nos. 

[ 1 ameaningluloiMnioncouldnotbeforinedwitho«thesequencelisting;tbeappl^^^ 

r 1 fomish a sequence listing on paper complying with the standani provided for in AmiexC of the Ato^^ 

l„sm«;dons. and such listing was not available to the Inten«tional Seaithing Authority in a fonn and mam>er acceptable 

to it 

r 1 ftrnish a sequew* listing in dectionic fonn complying with the standard pro^ 

Instnictions, «id such listing was not available to the Intenutfional Searching Authority in a form and manner acceptable 
to it 

[ ] paytherequiredlateli»nishingfecfortf.e«m.ishingofasequencelistinginrespon« 
Rulel3ier.l(a)ar(b). 

r 1 ameaningfiil opinion could not befonned without the tables related to the sequence listings; the applicant did not. within the 
w hW is«,it furnish such tables in dectionic form complying with the technical lequiionents provided for m Annex 

srsie^i^!^-i.::^cSS^ 

and manner acceptable to it 
[ ] UK tables related to the nucleotide and/or amino add sequence listing, ifindectronic fonn onl^^ 

Uichflical requirements provided for in Annex C-bis of the Administrative Instructions. 

[ ] Sec Supplemental Box for fiirther details. _ — 
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International application No. 
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,. ( ]ta«ponsetofl«i«vitado„(FonnPCT/lSA/206)tapayadditionaltothe.pp^^^ 
[. ] paid additional fees 

[ ] paid additional fees under protest and. where applicable, the proost fee 
[ ] paid additional fees under protest but the applicable protest fee was not paid 
[ ] not paid additional fees 

[X]TWs Authority found that .hereqoi«««. of unltyrfin^^^ 
additional fees. 



3. ThisAui 



,fl«rityc«.sid«thatthcrequi«n«nt of unity of invention in a«o^ 
( ] complied widi 

[ X ] not complied wifli for die following reasons : 

Group A- Claims 1-30. 51-56 (in part) and 57-66 are directed to a dmg delivay composition 
oZSskig extruded sj^beroids. the spheroids comprising at least one active pharmaceutH^al mgr^ent, 
S^S^c extrusior^heronization aid; at least one stn,«disintegrant; and at least one ghdant, at 
?ea^ne lubricant; and/or at least one oil. a method of makmg the same as vreU as its use m 
pharmaceutical and medical fields . 

Group B: Claims 31-50 and 51-56 (in part) are directed to a drug deliveor 
^™ Jspheroids having inert spheioids and at least one ooatmg for the spheroid^ the coaUng 
^^ris^^ least one active Jhannaceutical ingredient and at least one supentemtegrant and its use 
in phannaceutical and medical fields. 



4. Consequently, Ais opinion 
[X] all parts 

[ ] the parts rdaiing to claim Nos. 



has been established in respect of the following parts of the international application : 
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Box No. V Reasoned statement ander Rule 43te.l(aX0 witb regard to novelty, inventive step or Industrial appMcabUity; 

citations and explanations supporting such sUtement 



]. Statement 



Novclty(N) 


Qaims None 


YES 




Daims 1^ 


NO 


Invaitive step (IS) 


Claims None 


YES 




Claims 1-66 


NO 


Industrial applicability (lA) 


Claims 1-66 


YES 




Claims None 


NO 



2. Citations and explanations : 
rited documents: 

Dl : US 6673367 (Euro-Celtique), 06 Januaiy 2004 

D2: US 2003/0215507 (Wyeth), 20 November 2003 

D3: US 6558704 (Gruenenthal GmbH), 06 May 2003 

D4: US 2002/0002147 (R. Abramowitz et al), 03 January 2002 

D5: US 5049394 (E. R. Squibb & Sons, Inc) 17 September 1991 

D6: WO 2004/056354 (Raibaxy Laboratories Limited), 8 July 2004 

D7: WO 02/30398 (Euroceltique S.A.), 18 April 2002 

Novelty step; 



D1-D7 disclose a drug deliveiy composition con^rising ^heroids prepared by extrusion-^heronization, the 
spheroids comprising an active pharmaceutical drug, an extmsion spheronization agent such as microcrystallme 
agent celhilose and numerous excipients including a superdisintegamt , a glidant, a lubricant or a oil. Ako, Ae 
active pharmaceutical drug may be coated onto inert pharmaccutically acceptable beads or spheroids- All different 
ingredients comprised in the dmg delivery composition are in different relative ratios including the raUos disclos«l 
in the present application. This drug deUvery con?)osition is used for the controlled release of a desued anwunt of 
the drug time during a desired time in the gastro-intestinal tracL Therefore, claims 1-66 are not novel and do not 
conqjly with Article 33(2) of the PCT. 

Inventive Step; 

Claims 1-66 do not meet the criteria set for obviousness by Article 33(3) of the PCT as the claims lack novelty, 
they also lack an inventive stq). 

Tndnstriai A pplicabilitv; 



The subject matter of claims 1-66 is considered to be industrially applicable and thus complies with the 
requirements of Article 33(4) of the PCT. 
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International application No. 




u 1 . ri^n,, 1 and 31 do not comply with Article 6 of the PCX in that there is a broad statement at ^e point of 
Item 1 : Claiins 1 and 3 * °° ,U possible means without qualification for solving 

Tt«. 7- Claims 1 and32donotcomply with Articles of the per. TTie multiple use ofthe expression "at least" in 
^^ inS^ri^ i^K^It'tbee^^^ 

trr^dSAet^ofth^tection.sou^by indite and ambiguous. 

Item 3- Reference to the name of "Aspirin" on page 1 7, "Cabosir^ "Syloid';. "Comi^tor/^tearO-Wct" and 
T^t«" Wige 23. should be identified as trademarks accordmg to Article 5 of the PCT. 



Form PCr/ISA/237 (Box No. Vffl) (April 2007) 



Page 6 of 6 



